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DETAILED ACTION 

1. Currently, claims 1-9, and 13-17 are pending in the application. 

2. In the prior action, mailed on February 7, 2006, claims 1-9 and 13-15 were pending. 
Claims 1-9 were rejected. Claims 13-5 were indicated to be rejected, but were not identified in 
any rejection made. 

In the Response of May 8, 2006, new claims 16 and 17 were added. 

3. In view of the restatement of the rejection over the teachings of Madonna in view of 
Olsvik and Yazdankhah below, the action is made Non-Final. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

5. (Prior Rejection- Maintained) Claims 1-6 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Madonna et al. (U.S. 2004/0224359- cited in the November 2005 IDS). For the 
reasons below, the rejection is maintained against claims 1-6, and extended to new claim 16. The 
Applicant traverses the rejection on two grounds. 

First, the Applicant asserts that there is support for the presently claimed methods in the 
provisional application 60/418,822. This argument is not found persuasive. In the presently 
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claimed methods, the parent bacteriophages are added to the sample, they infect that target 
bacteria (if any), the progeny phage are released into the sample, and then the parent phage are 
removed. In Example 3 of the '822 application, on which the Applicant relies on for support, the 
parent bacteriophage are, as asserted by applicant, introduced to the sample with a binding agent, 
but not attached to a substrate. However, the example also teaches that the bacteriophage are 
removed from the sample prior to the release of the progeny phage from the cells as is required 
by the present claims. Thus, this disclosure fails to provide adequate descriptive support for the 
present claims which require the contacting of the sample with the non-substrate bound parent 
phage comprising the binding agent and the removal of such phage from the sample only after 
the release of the progeny phage. In particular, there is no disclosure in the provisional 
application of embodiments wherein a free (i.e. not immobilized onto a substrate) parent phage is 
present in the sample at the time that the progeny phage are released from the parent infected 
cells in the sample. Therefore, the present claims do not have the benefit of priority to the earlier 
provisional application. 

The Applicant's second argument is that the teachings of Madonna do not teach the 
presently claimed inventions. In particular, the Applicant indicates that the teachings in the 
abstract and on page 5 of the Madonna reference fail to teach the claimed invention. However, 
these arguments are also not found persuasive. While the Madonna reference does teach other 
methods from the presently claimed methods as described by the Applicant, these are not the full 
extent of the teachings of this reference. It is noted that the Applicant has not considered the 
teachings of Madonna on pages 1-2 of the reference as were cited in the prior action. Because the 
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Applicant has not considered the full extent of what is described in the Madonna reference, the 
Applicant's arguments are not found persuasive, and the rejection is maintained. 

It is further noted that new claim 16 has been added to the application, which claim is 
identical to claim 1 except that it does not requires that parent phage are removed from the 
sample after the release of the progeny phage. However, because the claim is silent as to when 
the progeny phage are released from the parent phage infected cells relative to the time at which 
the parent phage are removed from the sample, the claim is considered generic to claim 1. The 
rejection is therefore extended to this claim for the same reasons as described with respect to 
claim 1 above, and in the prior action. I.e., because the priority application fails to provide 
sufficient descriptive support for claim 1, it also fails to provide adequate support for the full 
scope of claim 16. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. (Prior Rejection- Maintained) Claims 6 and 9 were rejected under 35 U.S.C. 103(a) as 
being unpatentable over Madonna as applied to claims 1-6 and 16 above, and further in view of 
the teachings of Terlesky et al. (U.S. 2004/0152085), Stroobant et al. (U.S. 2002/0090637), and 
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Petersen et al. (U.S. 2002/0042125). For the reasons below, the rejection is maintained against 
claims 6 and 9. 

The Applicant traverses this rejection on two grounds. First, the Applicant reasserts that 
the Madonna reference fails to teach the method of claim 6, and that the present application is 
entitled to priority to the 60/418,822 provisional application. These arguments are not found 
persuasive for the same reasons as described above. 

The Applicant's second argument in traversal of this rejection is that there is no 
motivation for the combination of the teachings of Madonna with the methods described by the 
other references. This argument is not found persuasive. The teachings of the other references are 
not relied upon to demonstrate that those in the art would have been motivated to use the 
methods disclosed in the other references for the detection of the phage as described in the 
Madonna reference. Rather, these references are cited only to demonstrate that the alternative 
substrates identified in these references were known in the art as useful substrates in biological 
detection assays. See e.g., MPEP 2144.06. Thus, the teachings of these references demonstrate 
that these substrates are functional equivalents for each other, and that it would therefore be 
prima facie obvious to substitute any of these substrates with those disclosed by the Madonna 
reference. The Applicant's second argument in traversal is therefore not found persuasive. The 
rejection is therefore maintained for the reasons above and the reasons of record. 

8. ((Prior Rejection- Maintained) Claims 7 and 8 were rejected under 35 U.S.C. 103(a) as 
being unpatentable over Madonna as applied to claims 1-6 above, and further in view of 
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Teodorescu et al. (U.S. 4,797,363- of record in the April 2004 EDS). The Applicant traverses this 
rejection on two grounds. 

First, the Applicant reasserts that the Madonna reference fails to teach the method of 
claim 6, and that the present application is entitled to priority to the 60/418,822 provisional 
application. These arguments are not found persuasive for the same reasons as described above. 

Second, the Applicant asserts that there is insufficient motivation to combine the teaching 
of Madonna and Teodorescu in that there is insufficient motivation to combine the different 
methods of these references. While there may be insufficient motivation to combine the methods 
of these references in general, those of ordinary skill in the art would nonetheless recognize that 
the teachings of Teodorescu relating to the detection of phage in a sample would be equally 
applicable to other situations where detection of phage is desired. I.e., from the teachings of 
Teodorescu, those of ordinary skill in the art would have been made aware of an alternative 
technique for the detection of phage from that disclosed by Madonna. See e.g., MPEP 2144.06. 
Because those in the art would have recognized that this alternative technique of phage detection 
is a functional equivalent of the methods for phage detection provided by Madonna, there is 
sufficient basis to establish a prima facie case of obviousness in the use of this alternative phage 
detection method in the overall method for the use of phage as a detection moiety as described 
by Madonna. The Applicant's argument in traversal is therefore not found persuasive, and the 
rejection is maintained for the reasons above and the reasons of record. 

9. (New Rejection- Restatement of prior rejection) In the prior action, claims 7 and 8 
were rejected under 35 U.S.C. 103(a) as being unpatentable over Madonna as applied to claims 



Application/Control Number: 10/685,925 Page 7 

Art Unit: 1648 

1-6 and 16 above, and further in view of the teachings of Olsvik et al. (Clin Microbiol Rev 7:43- 
54- of record in the April 2004 IDS) and Yazdankhah et al. (Vet Microbiol 62:17-26- of record 
in the April 2004 IDS). 

This rejection is withdrawn from claims 7 and 8 as the references do not teach or suggest 
the use of a light microscope, but the rejection is restated as a rejection of prior claims 13-15, and 
of new claim 17. For the purposes of this action, the Applicant's arguments are addressed as 
though the rejection was properly applied against claims 13-15. This is deemed proper in this 
case as the rejection of the prior action specifically deals with the additional limitations of these 
claims (requiring the detection of the new bacteriophage by complexing the new phage with a 
substrate comprising an immobilized binding agent, and detecting the phage/substrate complex). 
The Applicant traverses the rejection on two grounds. 

First, the Applicant reasserts that the Madonna reference fails to teach the method of 
claim 6, and that the present application is entitled to priority to the 60/418,822 provisional 
application. These arguments are not found persuasive for the same reasons as described above. 

Second, the Applicant asserts that the Examiner has mischaracterized the teachings of 
Olsvik and that the reference does not teach of suggest the use of immunomagnetic separation 
for the detection of viruses. As has been previously noted, Olsvik teaches on page 43 that 
immunomagnetic separation was known in the art "to be suitable for detection of prokaryotic 
organisms such as bacteria and viruses" (emphasis added). Thus, the reference clearly indicates 
that those in the art would have been aware that this technique would be useful both for the 
detection of bacteria as is described in the reference, and in methods for the detection of viruses. 
Thus, the reference indicates that the use of detection techniques using immunomagnetic 
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separation as described by the cited references would have been recognized as a functional 
equivalent for the mass spectrometry methods disclosed by Madonna. In view of this, and 
because Madonna specifically teaches that such alternative detection assays may be used, those 
of ordinary skill in the art would have been motivated to use such alternative techniques as a 
functional equivalents. The Applicant's argument is therefore not found persuasive, and the 
rejection is maintained for the reasons above and the reasons of record. 

Claim 17 varies from claim 13 in the same manner as claim 16 varies from claim 1 (i.e. it 
is silent as to when the progeny phage are released from the parent phage infected cells relative 
to the time at which the parent phage are removed from the sample). Because claim 17 is generic 
to claim 13, and as the priority application lacks adequate support for claim 13, and therefore for 
the full scope of claim 17, this claim is also rejected for the same reasons as described with 
respect to claim 13 above (and as described in the prior action). 

Conclusion 

10. No claims are allowed. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is 571-272-0905. The 
examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




